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I, Walter J. Ledergerber, M.D., do declare and state as follows: 

1 . I am a physician licensed to practice in the State of California. I have practiced i 
field of plastic surgery since approximately 1982. 

2. I received my Doctorate in Medicine (M.D.) from the University of California, Ii 
in 1977. My residencies and training were in the fields of general surgery, plastic surgery and e 
nose and throat (ENT). 
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3. At the time of my inventions, which are the subject of this application, approximately 
December, 1987, 1 was personally acquainted with the state of the art in breast implants. I 
personally worked with the then available implants and observed firsthand the problems and 

deficiencies with them 

4. By way of example, the silicone elastomer implants suffered from the formation of 

scar tissue. Often the silicone elastomer would pull off from the scar tissue. 

5. Attempts at making textured implants were unsuccessful. By way of example, a 
texturized implant made and sold by Dow Coming contained numerous individual projections from 
its surface, the surface being integrally connected to the implant 

6. My currently presented claims are to a sheet like structure of ePTFE. The ePTFE 
material is not interchangeable with or equivalent to silicone elastomer for sheet like applications. A 
silicone elastomer sheet could not by itself be sewn. Sewing (suturing or stapling) of my claimed 
sheet would be an essential requirement for the surgical use of the structure, such as for abdominal 
hernia repair. 

7. I have reviewed the Netto (USP 4,573,999) and Mikulich et aL (USP 4,65 1.721) 
references, and the Office Action mailed July 1 1, 2003. I concur with the Examiner's reading of 
Netto as not disclosing the use of ePTFE. In contrast, Netto discloses the use of silicon rubber. 

8. Mikulich et al. does not teach or suggest the interchangeability of ePTFE with 
silicone elastomer. Considering Mikulich et al. in detail, it teaches the use of ePTFE, but uses it for 
its anisotropic properties, namely the modulus of expansion differing in the longitudinal versus 
perpendicular direction. 
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